JIucroBka: MHpopManus 3a moTpebuTens

Cumnaucent 1 mg/g + 10 mg/g ren
OKTEHHIMH AUXUAPOXNOPHA/ HEeHOKCHETAHOM

Symplisept 1 mg/g + 10 mg/g gel
octenidine dihydrochloride/ phenoxyethanol

[Ipo4eTeTe BHUMATEIHO AAATA JUCTOBKA, NPeIR Aa 3aM04HETE 12 H3N0JA3BATE TOBA JICKapCTBO,

Thil KATO TH CHALPXKA BaXkHa 3a Bac uHGopManns.

BuHarm usnonssaiite TOBAa 1eKapCTBO TOYHO KAKTO € OMUCAHO B Ta3X IUCTOBKA WK KakTo By e kazan

Baiuusa nekap unu papMauesT.

. 3anaseTe Tasd NHCTOBKA. MoXe a ce HaJIOXKHM Ja 51 NpoYeTeTe OTHOBO.

- AKO ce HyXXJaeTe OT JAONBJIHHTENHA MHpOPMaLXA WiW CHBET, nonuTalite Baums dapMaiieBT.

- AKO NOJNYYNTE HAKAKBHU HEXKENAHW peakluH, yeeaoMeTe Batuns nekap unu ¢apmaiest. Tosa
BKJIFOYBA H BCUYKH BH3MOXKHM HEXEJIaHH peaKildi, HEOMNCAHK B Ta3! JIMCTOBKA. BHKTe TOYKa

4.
- AKo cieq 2 ceIMHUIM He Ce 9yBCTBaTe Nno-1obpe UK cheTOAHUETO By ce BIOLIK, TpaOBa na

HOTBPCHTE nexapcrca NMOMOIII.
M3ITHbJTHUTENHA ATEHUMSR NO NEKAPCTBATA
$HRAN08Ka - Mpuusomenue 2

KakBo ¢biAbpXa TA3H JHUCTOBKA

1. Kaxpo npeacrasigBa CUMIUIHCENT I'efl ¥ 38 KaKBO €€ H3IIO

2. Kaxso TpsabBa na 3HaeTe, mpeaun na usnonssate CuMruince %ren a('a 20 _{J ;

3. Kak na usnonseare CEMIIUCENT e AL R o et A

4. B1L3MOXXHHM HEXENAHU PEaKItUM Paspeluerus M

5. Kak na chbxpansipate CUMILIMCENT refn BE/MAMP - 6 A30 # 10 -12- M

6. CobabpxaHie Ha ONAaKOBKAaTa ¥ AOMBIHUTENHA HHQOPMALHA sttt e s e,
QOO M oo scosscad vvosisicmreennssrese.,

1. Kaxpo npeacraBiaanpa CHMIUITHCENT reJ H 32 KaKBO ¢€ HU3110J13BA

CHMIDTHCENT Te ChIBPKA AKTHBHUTE BEIIECTBA OKTEHUANH AUXUIPOXIIOPU, KOHTO € aHTHCENTHK
fe3UHPEKTAHT, U QeHOKCHETaHO, KOUTO e HakTepHLIMIHO CPeRCTBO.

[Mpunara ce BEPXY KOXaTa 3a MOBTAPALI0 C€, KPATKOTPaHHO NOAALPXKALIO aHTHCENTHYHO IeYeHHEe Ha
MalKH, IOBbPXHOCTHH PaHH NpH NallMeHTH OT BCHYKU Bb3PACTOBH IPYIIH.

2, Kaxpo Tpabsa xa 3HaeTe, Npean Aa ninoxisate CHMILTHCENT ret

He u3noaspaiite CUMILIMCENT Ire:

- aKo CTe aJepriYHU KbM OKTEHHAHH AUXHAPOXIOPHI, (PEHOKCUETAHO HIIH KbM HAKOSA OT
OCTaHAMNTe ChCTABKH Ha TOBa JieKapeTBO (M30pOeHHU B ToYKa 6).

- ToBa NexapcTBO He TpAOBa Aa ce W3TMON3Ba 33 NPOMUBAHE Ha KOPEMHATa KyXHHa (Hanp. 1o
BpeMe Ha XMpypruduHa onepauus [MHTpaonepaTHBHO)), Ha MUKOYHUA MEXYP HITY ThIIaHYeBaTa
MeMOpaHa.

IIpexynpexIeHHA H ANpeanNa3HH MEePKH
ToBopeTe ¢ Bawnisa nekap, hapMaueBT UM MEAULIMHCKa CECTpa, NpeRy Aa u3nonssare CuMMcent
redl.

He n3non3saliTe JeKapcTBEHMS TIPOAYKT B 110-CONEMH KOJIMYECTBA, OTKONIKOTO € HeoOXoMnMMo, He 1o
NorNLIaiTe W He TO3BOJIABAIITE Aa HaBNe3e B KpbBoOOOpalueHUETO, HAMP. BCIICACTBHE Ha C

WHKEKTHPaHe.
3a aa ce u3berne BEIMOXHO YBpexXIaHe Ha ThKaHUTE, TpAOBa na npunarate BHUMATE
NIEKApPCTBO, KaTo NPOAYKTHT TPAORa Aa ce npunara 0e3 HaTHCK K 6e3 1a ce HHKEKTH
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OCHI'YpH OTHHaHE HA TEYHOCTHTE OT paHaTa (xaTo ApeHHpane wiK ynorpeba Ha criel{Hanyo ﬂeqem : ;ﬁ
Ha paH}/T.Hap. KOXKHA Knarna/). L



Tpabea na ce n3daArea npunoxenue Ha CUMIUTHCENT el B OKOTO. B cny4ail Ha nonajaHe B oynTe,
H3NIaKHeTe BeagHara oOunHe ¢ Boaa.

Heua

Jla ce mpunara ¢ roBHIIEHO BHHMaHHe TTpH HOBOPOAEHH, OCOOEHO ITPpH TaKHBa, KOMTO Ca POJCHH
HeZoHOCeHH. CUMITTHCENT r'ell MOXE J1a MPUIHHHA CEPHO3HH YBpPEXKJIaHUA Ha KoXaTa. OTcTpaHeTe
W3TMITHOTO KOJMYECTRO OT NMPOAYKTA H Ce MIOTPHIKETE relTbT Ja He 0CTaBa BbpPXY KOXKaTa Nno-ThJITo,
OTKONIKOTO e HeoOxoauMo (TOBa BKJIKOYBa MaTepHalTH, [TOKANaHU ¢ reia, KOUTO ca B IIPIK KOHTAKT ¢

TANOTO Ha MAaLWEHTa).

Ynorpebata Ha CuMOAKCENT ren MpH Aella Noj 6-roaquIda Bb3pacT Tpa0Ba Ka ce OrpaHuuH 1o
HAKOJIKO JHMU.

JApyru nexapcersa CHMILIHCENT ret

Tpabsa fa kaxkeTe Ha Batug nexap win ¢apmaleBT, ako U3MON3BATE, HACKOPO CTE H3MOJI3BANIH UITH €
Bb3MOKHO JIa H3M013BATE APYTH IeKapCcTBa, BKIKYUTENHO TakuBa Oe3 peuenra.

He npunaraiite TOBa NeKapcTBO 3a€HO ¢ KOXKHH Ae3HHPEKTAHTH Ha OazaTa Ha MOBHAOH-HON BBPXY
CBhCEIHH KOXKHH NMOBBPXHOCTH, Thil KaTO TOBa MOXe Ja JoBede A0 NpOMAHA Ha LIBETA 0 CHITHO
kadaBO UM BUOJIETOBO.

He npunaraiite CAMIUTHCENT reft 3a¢HO ¢ aHUOHHU NMOBBPXHOCTHOAKTHBHY BELLIECTBA (HATp. CallyH,
MepUIHE MK MOYHCTBAINM CPEACTBA), Thil KATO TOBA MOXKE J1a A0BE/iE /10 OTpaHHYaBaHe HiH 3aryoda
Ha AHTUMHKpoOHaTa epUKaCHOCT Ha TOBA JIEKapCTBO.

bpeMeHHOCT H KbpMEHeE
AKo cTe OpeMeHHa WM KbpMHUTE, CMATATE, Y€ MOXKE Ja cTe OpeMeHHa Wil TU1aHHpaTe OpeMeHHOCT,
nochBeTBalTe ce ¢ Bammsa nexap uian dapMaleBt Mpeau yrnoTpedaTa Ha TOBA JIEKapCTBO.

bpeMeHHOoCT
CuMIuncent re He TpAOBRA [a ce UINON3Ba 110 BpeMe Ha OpeMEHHOCT.

KepMeHe
Marnko BepOATHO € TOBa JIEKApCTBO Ja NpeMIHe B KbpMarTa.

CuMIUTHCENT refl He TpAOBa Aa ce H3MoN3Ba B 061acTra Ha MbPANTE MO BPEME Ha KbPMEHE.

Ilodpupane 1 paboTa ¢ MAIIHHH
CUMIIIHCENT ren He NOBAMABA WM NOBJIHABA NpeHebpexxuMo crnocodbrocTTa 3a wodupaHe 1 pabora ¢
MALUMHH.

CHMILTHCENT reJl ChABLPKA ANK0X0J (eTaHoJ) H OYTHAXHAPOKCHTOMYEH

ToBa nexkapcTBO ChABbpXKA 95,2 mg ankoXon (eTaHoI) BBB BCeKH 1 g. Tol MoXe Ja MPpHIHHY ycelllaHe
33 MTapeHe BhpXY HapaHeHa KOxa.

BYTHIXHAPOKCHTONYEH MOXeE Ja MPUYUHHU TOKATHH KOXXHU peakUHH (HanpHMep KOHTaKTeH
NepMAaTHT) HJIX pa3HEHE Ha OYUTE H TUraBUIIHTE.

3. Kak 1a n3noasrate CHMIIHCENT rea

ByuHaru u3non3saliTe TOBa IEKAPCTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA UJIK KakTo BH e ka3an
Bawuat nekap ik dapMaiiebT. AKO He CTE CUI'YPHH B HELLO, nonuTaiTe Balliug nekap Wiau
(papMaleBT.

MOKPHUE HAITBJIHO.
Hzuakaiite noHe -2 MUHYTH Npely U3BLPINBAHE HA OPYrd NpoledypH, KaTO NMOCTAaBIHE
IpeBpb3ka. ToBa BpeMe € HyXHO, 3a Ja ¢e ITOCTUTHE KENaHUAT €PEKT Ha IPORYKTa.




IOTY.
CuMmumMcenT ren tpadBa Ja ce W3nons3sa Hal-MHOrO TpH ITbTH Ha JIEH.
He usnon3sailite ToBa nekapcTBo noBeye OT 2 ceAMULM 6e3 1a ce KOHCYITHparTe ¢ jJeKap.

Ynotpeba npH aela ¥ IOHOLUH

[Tonexxe CHMNITHCENT ren € 3a JIOKAITHO NPHIIOKEHHUE, TOH ce U3NoN3Ba MO eAHWH H ChII HAYHH NPH
BBb3paCTHH, JcNa K IOHOWHK. CUMITITHCENT ren TpAdBa Jla ce U3No/3ea NpH Jela noj 6-roauriHa
BB3PACT CaMO HAKOJIKO OHH.

AKO cTe H3N0J3BAJH nosedye oT HeoOxoauMaTa ao3a Cummincent re

MHoro MalIko BEpOATHO € MpeJo3upaHe NpH JIOKATHH POIYKTH. Bbipeku ToBa, ako ce
NIPUTECHABATE, KOHCYJITHpaHTe ce ¢ Bawuusg nekap unu GpapMauenT.

AKo ciry4yaiiHO norbJiHeTe CHMITIUCENT rel, Tpiabea na ce cRupkeTe HezabaBHo ¢ Balug nekap 3a
CbBET.

Ako UMaTe HAKaKBHY JOITEIIHUTENHH BBIIPOCH, CBbp3aHu ¢ ynoTpebaTa Ha TOBA JIeKapcTBO, MONUTAITE
Balxa nekap wid gpapMauesT.

4. BB3MOXKHH HeXeTaHH peakluMH

KaxkTo BCUYKH NCKapCTBa, TOB& JICKapCTBO MOXE Ja NPCAN3BHKaA HEXKETAHH pEaKilii, BRITPEKH He He
BCCKH I'M ITIOJIYHABA.

Pedku (mozam oa zaceznam oo 1 na 1 000 yosexa).
Ha MACTOTO Ha MpUIOXEHKE B MHOIO PEIKM CITy4ad MOJKE Ja Ce MOABH yCcellaHe 3a napeHe,
3a4cpBABAHE, CHPOEK U ycelnaHe 3a 3aTOMIAHE.

Mrnoeo pedxu (mozam oa 3aceznam 0o 1 na 10 000 vogexa):
BB3MOXKHH Ca JIOKAIHH KOXKHHU peakiUH (KOHTAKTHH aJleprHYHM peaKiuiy), KaTO BPEMEHHO
3a4YCPBABAHE HA MACTOTO HA MIPUIIOXKEHHE.

Axo CHUMITITHCETIT TeJ NoNaqHe B ycTaTa, MoxXe Aa MpeaAn3BHKa BPeMEHHO rOpUHB BKYC.

JHONBIHUTETHU HeXKeTaHH PEeAKLIHH NPH Jella H IOHOMH

Ynorpebdata Ha TOBa JIEKapCTBO NPU HEJOHOCEHH HOBOPOAEHH MOXE Aa 0BEE N0 BPEMEHEH KOMXEH
oOpHB (epHTEeMaTO3HAa peakiinA).

Ouyakpa ce 4€CTOTaTa, BUALT U TeXKECTTAa Ha HEXXENAHNTe PeakLiMy Ipy Aela U FOHOILM Aa € ChLIATa
KaKTo TpH BB3PACTHUTE.

CrofmanaHe Ha HeXeJ2HH PeaKLHH

AKO MOTy4HTe HAKAKBH HEXKeNNaHM JTEeKapCTREHH peakLu, yBefoMeTe Baliug nekap unu ¢papmauesT.
Tosa BKITIIOYBA BCHYKM BH3MOXKHH HEONHMCAHH B Ta3H JIMCTOBKA HEXXeJIaHW peaKiWH.

MozxeTe ¢hillo Ja CHOOIMTE HeXENRaHHU peakLWi JHPEKTHO Ype3 HAllMOHATHATa CHCTEMA 38
cboOltaBane B MI3TbAHHTENHA areHUMs o nekapeTeara ya. ,.Jamsu pyes* Ne 8, 1303 Codwms, Ten.:
+35 928903417, yebcaiiT: www.bda.bg. Kato crobinaBate HexenaHu peakliMi, MoXeTe Aa JajieTe
CBOA NPHHOC 32 TOTy9aBaHe Ha moBeye HHGOPMaLHi OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKapCTBO.

3. Kak ga cexpanaBate CHMILIHCENT reJl
Jla ce chrXpaHABa Ha MACTO, HEAOCTHITHO 33 Jlella.

He usnonseatite ToBa JiekapcTBO Ciiel] Cpoka HA FOJHOCT, OTOENA3aH BEPXY TybaTa U KapToHeHaTa
onakoska cnen ,,l oned no*. CpokbT Ha FOKHOCT OTTOBAPA HA TOC/EAHNUS JeH OT NOCOYeHUs

Tora JICKApPCTBO HE H3HUCKBA CINICHAJIHN YCHOBUAA HA ChXPaHCHUE.

Caea mapBoTo oTBapsMe: a He ce cpxpaHsaBa Hag 25 °C.




CPDK Ha NIAHOCT CIICR TBPBOTO OTBADARHE. ] roauna.

He u3xsbpnaiiTe nexapcTBara B KaHalIH3aUMATa UK B KOHTEMHEpa 32 JOMAIIHH OTHaRbLM.
[MonuTatiTe Batuus dapmalieBT Kak Ja H3XBbPAATE JEeKapcTBaTa, KOUTO Bede He H3non3pare. Te3u
MEPKH 1Il¢ CITOMOTHAT 3a Ona3BaHe Ha OKOJIHATA Cpela.

6. CrabpKaHHe HA ONAKOBKATA U JONBJAHHTENHA HH)OPMAIHS

Kaxeo chaAbpka CYMMILTHCENT Ien

- AKTHBHU BeLIECTBA Ca OKTEHUAUH AUXUIPOXTIOPUL M peHOKCHeTaHoN. | g ren cbabpxa 1 mg
OKTEHWAMH IUXHApoXnopua ¥ 10 mg ¢peHOKcHETaHO.

- Hpyru cecTaBky ca etaHon 96%, rmuuepon 85%, nonokcamep 407 (CuabpxKa
6ymumxuapokcuronyed (E321)) 1 npeuncTeHa Boza.

Kak nmaraexna CHMNAHCENT rej H KakBso CbABpDAKA OIIAKOBKATA

CHMITUCENT Ten € ONCTBP, Mpo3padeH U XOMOTEHEH Iel, KORTO cTaBa MHOIO Te4eH ITpH 1o-HUCKH
TtemmepaTypH (mox 15°C) U mo-reCT NpH MO-BUCOKH TEMNIepaTypu. To ce npeajara 8 Npo3payHu
Tyou ot HD- v LD-nonuetuieH, ¢ mpo3pa4Hy BUHTOBH Kana4vku OT [MONUNPOINHIIEH.

CoabpkaHue Ha onakoskarta: 30 g.

[IpuTexaTen Ha pa3pemieHueTo 32 ynorpeba
Egis Pharmaceuticals PLC

1106 Budapest, Keresztari ut 30-38.

YHrapus

IIpoussoauTeN

Dr. August Wolff GmbH & Co KG Arzneimittel
Sudbrackstrafle 56

33611 Bielefeld

['epMaHus

To3u jiekapcTBEH NPOAYKT € onobpen B cTpanHTe-wiIeHKH HA EBponeiickaTa HKoOHOMH4YecKa
O0IIHOCT CBC CICAHUTE HAHMEHOBAHHA:

YHrapus Octizy 1 mg/g / 10 mg/g gél
Yexus Octizy

CroBaxkus Octizy

JlarBus Octezy 1 mg/g/ 10 mg/g gels
JIurea Fenocty 1 mg/g/ 10 mg/g gelis
IMona Symplisept

PyMbLHHSA Octizy 1 mg/10 mg/g gel
brarapus CuMmumicent 1 mg/g + 10 mg/g ren

Symplisept 1 mg/g + 10 mg/g gel

JdaTa Ha nocaeHO NMpepasrjiexaaHe Ha IHCTOBKATA
Asrycr, 2024 .,




